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DETAILED ACTION 

New claims 10-36 (preliminary amendment 2/12/2004) are under exanMnation. 

Claim Rejections - 35 USC§112 
Indefinite 

Claims 1-36 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which appUcant regards as 
the invention. 

Claims 10, 18, 19, 20, 21, 28, 29 and 36 are rendered indefinite by the use of generic 
terms "urinary incontinence", "unstable bladder", "unstable urinary sphincter", "urge 
incontinence", "increased bladder capacity" and "reduced bladder spasticity" in the lack of 
specific definitions in the as-filed specification. The terms are indefinite because the 
specification does not clearly redefine the temfis. 

Claims 14-16, 25-27, 32-35 are indefinite because they are confusing about protocol of 
administration of botuHnum toxin in the claimed forms including cream, pill, troche and 
suppository. For example: injection in the bladder or into urinary tract of a "suppository" for a 
patient with urinary incontinence does not appear to make sense (claim 16, for example). 

New matter 

1 . Claim 19 is rejected under 35 U.S.C. 1 first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter that was not described in 
the specification in such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed invention. 
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Insertion of term "reduced bladder spasticity" has no support in the as-filed specification. 
The insertion of this Umitation is a new concept because it neither has literal support in the as- 
filed specification by way of generic disclosure, nor are there specific exan^les of the newly 
limited genus that would show possession of the results in "reduced bladder spasticity". The term 
is indefinite because the specification does not clearly define the term. There is only one. 
example that results in increased bladder capacity (example 3, page 12, lines 1 1). This is not 
sufficient support for the new genus of "reduced bladder spasticity". This is a matter of written 
description, not a question of what one of skill in the art would or would not have known. The 
material within the four comers of the as-filed specification must lead to the generic concept. If 
it does not, the material is new matter. Declarations and new references cannot demonstrate the 
possession of a concept after the fact. Thus, the insertion of "reduced bladder spasticity" is 
considered to be the insertion of new matter for the above reasons. 

2. Claims 21-36 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter that was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the appUcation was filed, had possession of the claimed invention. 

Insertion of terms "a patient with unstable bladder" and "a patient with unstable urinary 
sphincter" have no support in the as-filed specification. The insertion of these limitations is a 
new concept because it neither has Uteral support in the as-filed specification by way of generic 
disclosure of "a patient with unstable bladder" and "a patient with unstable urinary sphincter", 
nor are there specific examples of the newly limited genus that would show treatment of patients 
with "unstable bladder" and "unstable urinary sphincter". 
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The terms are indefinite because the specification does not clearly define these terms. 
There is only one example wherein patient has "urge incontinence" or is "incontinent" (example 
3). This is not sufficient support for the newly limited genera. This is a matter of written 
description, not a question of what one of skill in the art would or would not have known. The 
material within the four comers of the as-filed specification must lead to the generic concept. If 
it does not, the material is new matter; Declarations and new references cannot demonstrate the 
possession of a concept after the fact. Thus, the insertion of "a patient with unstable bladder" 
and "a patient with unstable urinary sphincter" is considered to be the insertion of new matter for 
the above reasons. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a poUcy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re LongU 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Omum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970); and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 ,32 1(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be conmionly owned with this 
appHcation. See 37 CFR 1.130(b). 

Effective January 1 , 1 994, a registered attomey or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fiiUy comply with 37 
CFR 3.73(b). 

Claims 1-36 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1-8 of U.S. Patent No. 6,667,041. 

Although the conflicting claims are not identical, they are not patentably distinct fi"om 
each other because they are both drawn to treating '"urinary incontinence" by administering 
botulinum toxin. Term "urinary incontinence" m patented claims includes symptoms such as 
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"unstable bladder" and "unstable sphincter" and this term has been argued as inability to retain 
urine in bladder. In the instant claims the broadest term **urinary incontinence" include the same 
terms "unstable bladder" and ^Hinstable sphincter" and additional terms "urge incontinence". In 
the patented claims the desirable effects are treating symptoms of urinary incontinence that are 
inability to retain urine in bladder as argued. In the instant claims the desirable effects are 
"increased bladder capacity" and "reduced bladder spasticity". In the patented claims botulinum 
toxin including botulinum toxin A is administered to the bladder. The instant claims are silent 
about protocol of administration and they are rather drawn to forms of pharmaceutical 
formulations including creams, pills and suppository. 

Accordingly, the claimed methods in the patent and in the present application are obvious 
variants. Therefore, the inventions as claimed are co-extensive. 

Claim Rejections - 35 USC§103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-36 are rejected imder 35 U.S.C. 103(a) as being unpatentable over US 
4,932,936 (Dykstra et al.), Zwerdel et al. {Fortschritte der Neurologis-Psychiatrie, (1995 Dec) 63 
(12) 495-503} and US 5,437,291 (Pasrichaet al). 

Claims are directed to a method for treating urinary incontinence in a patient, the method 
comprising the step of administering to a patient with urinary incontinence a botuUnum toxin, 
thereby treating the urinary incontinence including unstable bladder, urinary disorders, urge 
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incontinence. The effects "increased bladder capacity" and "reduced bladder spasticity". The 
botuUnum toxin is botulinum toxin type A. Some claims are further drawn to treating male or 
female patients. Some claims are further drawn to the use of various forms of toxin. 

US 4,932,936 teaches a method for treating urinary disorders by administering to a 
patient a botulinum toxin (col. 2, line 6). The urinary disorder related to "urethral spasticity" 
(col. 1, line 64) and to "spastic urinary sphincter" (col. 6, line 6) that appear to have the same 
meaning as "unstable sphmcter" in the mstant claims. The intended effect is a reUeve of bladder 
spasticity (col, 1, line 49) that is "increased bladder capacity" and/or "reduced bladder spasticity" 
within the meaning of the instant claims. The botulinum toxin A is injected into urethral 
sphincter (col. 2, Une 6-17). 

Thus, the cited US 4,932,936 appears to teach treating patients with "urinary 
incontinence" that is caused by "unstable" or spastic sphincter but lacks disclosure about patient 
with "urge incontinence" and patient with "unstable" or spastic bladder. 

However, the reference by Zwerdel et al. suggest various therapeutic options including 
local treatment with botuhnum toxin for patients with urinary disorders including patents with 
urge incontinence (see English abstract). 

Further, US 5,437,291 teaches treating urinary disorders including "unstable" or spastic 
bladder (col. 5, line 2) by direct injection of botulinum toxin A. The cited patent also teaches the 
use of toxin in dry form that is reconstituted in saline before injection (col. 5, Unes 25-29). 

Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the claimed invention was made to use botuhnum toxin A for treating urinary incontinence 
caused by neurological-urological dysfunction such as "unstable" or uncontrollable bladder 
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and/or sphincter muscles with a reasonable expectation of success because treatment with 
botulinum toxin A has been taught and suggested for treating neurological-urological 
dysfunctions as adequately demonstrated by the cited references. Thus, the claimed invention as 
a whole was clearly prima facie obvious, especially in the absence of evidence to the contrary. 

The claimed subject matter fails to patentably distinguish over the state art as represented 
be the cited references. Therefore, the claims are properly rejected under 35 USC § 103, 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Vera Afremova whose telephone number is (571) 272-0914. The 
examiner can normally be reached from Monday to Friday from 9.30 am to 6.00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached at (571) 272-0926. 

The fax phone number for the TC 1600 where this apphcation or proceeding is assigned 
is (571)273-8300. 

Any inquiry of a general natxire or relating to the status of this application or proceeding 
should be directed to the Technology center 1600, telephone number is (571) 272-1600. 
Vera Afremova 



AU 1651 



April 1,2005 




VERA AFREMOVA 



PRIMARY EXAMINER 



